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Clinical Trial Results – Layperson Summary 

A study to find out if taking different forms of GDC-0134 gives 
you the same amount of medicine in your body 
 
See the end of the summary for the full title of the study. 
 

About this summary 

This is a summary of the results of a clinical trial; we will refer to 
the clinical trial as a “study” in this document. 

This summary is written for: 
 members of the public 
 people who took part in the study  
 
This summary is based on information known at the time of 
writing. 

 

Contents of the 
summary 
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The study started in January, 2019, and finished in May, 2019. 
This summary was written after the study had ended. 

 
No single study can tell us everything about the risks and 
benefits of a medicine. Many people volunteer in several studies 
to help us find out everything we need to know. The results from 
this study may be different from other studies with the same 
medicine. 

 This means that you should not make decisions based on 
this one summary. 

 Always speak to your doctor before making any 
decisions about your treatment. 

 
Thank you to the people who took part in this study 

The people who took part have helped researchers to answer important questions about 
different formulations of the study medicine. 
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Key information about this study 

 This study was done to find out if taking 
different forms of the same medicine 
resulted in getting the same amount of 
medicine in the body. 

 In this study, people took the study 
medicine (GDC-0134) in different forms, 
F09 and F16, and F09 and F15. It was 
decided by chance which order each 
person took the two forms in.  

 This study included 29 people at 2 study 
centers in USA. 

 The main finding was that F16 resulted 
in slightly higher amounts of medicine in 
the body than F09, whereas F15 resulted 
in the same amounts as F09. 

 Food increased the amount of medicine 
that was absorbed by the body. 

 There were a few side effects that were 
related to the medicine, none were 
serious. 

 At the time of writing this summary, the 
study had ended. 

 

1. General information about this study 
 
Why was this study done? 

Amyotrophic lateral sclerosis (ALS) is a disease that causes the death of nerve cells. This 
disturbs communication between the brain and muscles in the body. ALS can affect speech, 
swallowing, and the ability to use your hands and legs, among other disabilities. ALS is also 
known as Lou Gehrig's disease. 

Patients with ALS have been treated with single doses of GDC-0134 doses up to 640 mg and 
multiple doses of GDC-0134 up to 600 mg twice daily in a Phase I clinical study. 

This medicine was made one way and the form was called “F09”. Now, researchers have 
come up with two other ways to make the same medicine. The new forms are known as 
“F16” and “F15”. 

In this study researchers wanted to find out if people get the same amount of medicine when 
they take any of the three forms – F09, F16, and F15. 
 
 
What were the study medicines? 

This study investigated the study medicine known as GDC-0134.   

 This medicine is also known as G02792134 and RO7040814. 
 Researchers are investigating GDC-0134 for the treatment of ALS. 
 The medicine made one way was called, “Form F09”. 
 The medicine made another way was called, “Form F16”.  
 The medicine made yet another way was called, “Form F15”. 
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What did researchers want to find out? 

 Researchers did this study to compare the three forms of GDC-0134. 
 They wanted to know if there were any differences in the amount of medicine that got into 

the body when people took Form F09 or Form F16 with food. 
 They wanted to know if there were any differences in the amount of medicine that got into 

the body when people took Form F09 or Form F15 without food. 
 
The main questions that researchers wanted to answer was:  
 

1. Is the amount of medicine that gets into the body from GDC-0134 the same when 
people take different forms of GDC-0134?   

2. What is the effect of food when taking GDC-0134? 

3. What are the side effects of the 3 forms of GDC-0134? 
 
What kind of study was this? 

There are several ways to describe different parts of the study design.  

 Randomized study  
People were randomly assigned to different groups. Being randomized means it was 
decided by chance which group you got. 

 Open-label study  
This study was open label which means that after you were randomly placed in a 
group, you and the researchers knew what form of the medicine you were getting.  

 Two-part study 
Part 1: All participants received GDC-0134 as Form F09 and Form F16. The treatment 
was given with food. 
Part 2: All participants received GDC-0134 as Form F09 and Form F15. The treatment 
was given without food. 

 Two-treatment study 
Each part of the study (Part 1 and Part 2) had two treatments. Each treatment was a 
single dose of the study medicine. 

 Two-period study 
After taking the first dose of the medicine, you had to wait at least 22 days before you 
could take another dose in another form.  
Researchers collected blood samples and information to study the effects of the 
medicine after the first dose, and then again after the second dose. 

 Two-way crossover study 
People were assigned to one form of the medicine. Then, few days later, they 
“crossed over” and became the group that was given the other form of the medicine. 
The same happened in reverse to people in the other group. 

 
When and where did the study take place? 

The study started in January, 2019, and finished in May, 2019.  

 This summary was written after the study had ended.  
 The study took place at 2 study centers in the United States of America. 
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2. Who took part in this study? 

There were 19 women in Part 1. At a later date, 9 of these women and 10 new women joined 
Part 2 for a total of 19 women in Part 2 as well. 

In both parts of the study, the average age was 56 years. The average weight was 72 kg. Most 
of the women (79%) were white.  

In Part 1, 18 of the 19 participants received all treatments of GDC-0134 (F09 and F16 
capsules). One participant received only the F09 form and was withdrawn from the study 
before taking the F16 form. 

In Part 2, all 19 participants received all treatments of GDC-0134 (F09 and F15 capsules). 
 

Requirements for participating in this study: 

 Women who could not get pregnant due to age or medical procedure. 
 Between 18 to 60 years of age and with a healthy weight. 
 Blood test results must be normal. 
 Pass an eye health exam. 
 Must test negative for tuberculosis. 
 Must understand and agree to procedures in the study. 

 

What disqualified you from the study 

 Women could not take part in this study if they had a history of certain medical 
conditions.  

 Recent participation in another clinical trial. 
 Use of prescription medicines or over-the-counter medicines before or during the 

study, unless approved by the investigators. 
 Eating and drinking restricted foods and drinks prior to the start of this study.  
 Use of tobacco products within the last 6 months. 

 
 

3. What happened during the study? 

Part 1 

o Conditions for taking the medicine 

Participants ate a meal about 30 minutes before taking the medicine. People were asked to 
limit drinking water from 1 hour before taking the medicine to 2 hour after taking the 
medicine. 

o First treatment 

Everyone got a single 800 mg dose of GDC-0134 – as a capsule taken by mouth with water. 
Some people got the F09 form of the medicine; others got the F16 form of the medicine. 

o Second treatment: 

Everyone got a single 800 mg dose of GDC-0134 – as a capsule taken by mouth with water. 
Those who had taken the F09 form of the medicine for the first treatment – they now took the 
F16 form. Those who had taken the F16 form during the first treatment period – now they 
took the F09 form.  
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Part 2 

o Conditions for taking the medicine 

No food was allowed for 8 hours before taking the medicine and for 4 hours after taking the 
medicine. So, the medicine was taken on an empty stomach in the morning. People were 
asked to limit drinking water from 1 hour before taking the medicine to 2 hour after taking 
the medicine. 

o First treatment: 

Everyone got a single 800 mg dose of GDC-0134 – as a capsule taken by mouth with water. 
Some people got the F09 form of the medicine; others got the F15 form of the medicine.  

o Second treatment: 

Everyone got a single 200 mg dose of GDC-0134 – as a capsule taken by mouth with water. 
Those who had taken the F09 form of the medicine for first treatment– they now took the F16 
form. Those who had taken the F15 form during the first treatment period – now they took the 
F09 form. 

 

 

 
What happened during each treatment 

 Participants arrived a day before the treatment started and stayed at the study center.  
 On Day 1, they took their first medicine.  
 On Day 3, they returned home from the clinic. 
 On Days 5, 7, 15, they returned to the clinic for outpatient visits.  
 On several occasions, researchers took blood samples to measure the amount of the 

medicine in the body. They also did other tests, asked questions, and took notes on 
side effects of the medicine. 

 After every treatment (one dose of the study medicine), participants had to wait for at 
least 22 days before taking another dose.  

 Some participants from Part 1 jointed Part 2, but once again, they had to wait for at 
least 22 days before they could get their first dose in Part 2. 
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4. What were the results of the study? 
 
Question 1: Is the amount of medicine that gets into the body from GDC-0134 the 
same when people take different forms of GDC-0134? 

Part 1  

 When taken in the F16 form, each person was exposed to slightly more of the GDC-
0134 (800 mg) medicine in their body than when taken in the F09 form. 

Part 2 

 When taken in the F15 form, each person was exposed to the same level of GDC-
0134 (800 mg) medicine in their body in comparison to the F09 form. 

 
Question 2: What is the effect of food when taking GDC-0134? 

 Absorption of the study medicine into the body was faster when taken without food. 
But in the end, there was more medicine in the body when taken with food.  

 Taking the study medicine with food resulted in levels of medicine in the body that 
was similar for the entire group. Without food, there were more differences in the 
level of medicine found in each person when looking at the entire group that took the 
medicine. 

 
Question 3: What are the side effects of the 3 forms of GDC-0134? 

 While a few side effects were observed in all the groups that took the study medicine, 
GDC-0134 was thought to be well-tolerated when given to people in forms F09, F16, 
and F15, with or without food. 

 

 

5. What were the side effects? 

Side effects (also known as “adverse reactions”) are unwanted effects or medical problems 
(such as a headache) that happen during the study. 

 Not every patient in a study has all of the side effects seen in the study.  
 Common side effects and serious side effects are listed in the following sections. 
 
Most common side effects 

While medical problems were reported by people after they took the study medicine, here 
are the side effects thought to be caused by the study medicine. 
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Side effects seen  

in Part 1 
Side effects  

in number of people  
who took F16 with food 

Side effects  
in number of people  

who took F09 with food 
Headache 3 people (17%) 6 people (32%) 
Dizziness 0 1 person (5%) 

Feeling sleepy (somnolence) 0 1 person (5%) 
Diarrhea 1 person (6%) 0 
Nausea 0 1 person (5%) 

Vomiting 0 1 person (5%) 
Hemoglobin decreased 0 1 person (5%) 

 

 
 

Side effects seen  
in Part 2 

Side effects in number of 
people who took F15 

without food 

Side effects in number of 
people who took F09 

without food 
Headache 4 people (21%) 2 (11%) 

Feeling sleepy (somnolence) 2 people (11%) 1 (5%) 
Dizziness 0 1 (5%) 

Nausea 1 person (5%) 2 (11%) 
Vomiting 0 1 (5%) 

Feeling tired (fatigue) 1 person (5%) 2 (11%) 
Feeling weak (asthenia) 1 person (5%) 0 

Eye pain 0 1 (5%) 
Allergic to sunlight 

(photosensitivity reaction)  
0 1 (5%) 

 

 
 
Serious side effects 

A side effect is considered “serious” if it is life-threatening, needs hospital care, or causes 
lasting problems. 

There were no serious side effects reported in Part 1 or Part 2. 
 
 

6. How has this study helped research? 

The results presented here are from a single study of 29 healthy people. They took the study 
medicine, GDC-0134 800 mg, in different forms.  

 Researchers learned that F16 delivered slightly more medicine to the body in 
comparison to F09.  

 Form F15 delivered the same amount of medicine to the body as F09.  
 In this study, food slowed down the uptake of medicine, but in the end more 

medicine was taken up by the body when taken with food. 
 Researchers learned that there were a few side effects with all 3 forms of the study 

medicine. 
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No single study can tell us everything about the risks and benefits of a medicine. The results 
from this study may be different from other studies with the same medicine.  

 This means that you should not make decisions based on this one summary. 
 Always speak to your doctor before making any decisions about your treatment. 

 
 

7. Are there plans for other studies? 

Other studies can be found by doing a search for the term, “GDC-0134” at the following 
websites:     

https://forpatients.roche.com/  

https://clinicaltrials.gov/ct2/home 
 
 

8. Where can I find more information? 

You can find more information about this study on the websites listed below: 
 

https://clinicaltrials.gov/ct2/show/NCT03807739 

https://forpatients.roche.com/en/trials/healthy-volunteers/a-study-to-determine-the-
bioavailability-of-various-for-64037.html 

 
Who can I contact if I have questions about this study? 

If you have any further questions after reading this summary: 

 Visit the ForPatients platform and fill out the “contact us” form. 
https://forpatients.roche.com/en/About.html 

 Or contact a representative at your local Roche office. 
 
If you took part in this study and have any questions about the results: 

 Speak with the study doctor or staff at the study center. 
 
If you have questions about your own treatment: 

 Speak to the doctor in charge of your treatment. 
 
Who organized and paid for this study? 

This study was organized and paid for by Genentech, Inc., South San Francisco, CA, USA.  

Genentech is part of F. Hoffmann-La Roche Ltd., with headquarters in Basel, Switzerland. 
 
Full title of the study and other identifying information 

The full title of this study is: “A phase 1 study to determine the relative bioavailability of 
various formulations of GDC-0134 in healthy female subjects of non-childbearing potential”.  

 The protocol number for this study is: GP40957. 
 The ClinicalTrials.gov identifier for this study is: NCT03807739. 

 


